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DETAILED ACTION 

Receipt of Applicant's amendments and remarks, filed 12/7/2005, is 
acknowledged. Claims 1 1 - 20 were cancelled. Claims 1 - 10 are pending in this 
action. 

It is recognized that Applicant submitted several non-patent references with the 
reply filed 12/7/2005. However, Applicant did not submit an information disclosure 
statement accompanying those references. It is not clear if these references were 
already listed on a previously submitted information disclosure statement. However, 
Examiner has considered the references submitted by applicant. 

Response to Arguments 

Applicant's arguments with regard to the rejection of claims 1-10 under 35 USC 
103(a) is persuasive in light of the amendment. Accordingly, these rejections are 
withdrawn. 

However, the new grounds of rejection discussed below are deemed necessary. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 
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A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) or 1 .321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply 
with 37 CFR 3.73(b). 

Claims 1 - 10 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1 - 5, 12, and 13 of U.S. Patent No. 
6,743,413 in view of Greenleaf, US 5,427,282. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because while instant claims 
are drawn to a method of preparing a metered dose inhaler, patented claims are drawn 
to a metered dose inhaler. The contents of the metered dose inhaler of patented claims 
are identical to that of the formulation to be added to the metered dose inhaler of instant 
claims. Patented claims do not recite a metered dose inhaler having a metering valve 
that has a valve seal comprising surfactant. 

Greenleaf teaches a metered dose inhaler having a metering valve that has a 
valve seal comprising surfactant, and further teaches that this is an advantageous 
valve, since it shows enhanced the force-to-fire and improved return force compared to 
valves without surfactant. 

As such, the artisan would be motivated to use this type of metered dose inhaler 
according to the teachings of Greenleaf. A person of skill in the art would find it obvious 
to add the formulation to the valve in any order, or to prepare the mixture inside the 
inhaler before adding or to add the components separately to the inhaler, as these are 
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manipulations that can be practiced according to the convenience of the artisan, who 
would enjoy a reasonable expectation of success at doing so. 

Claims 1 - 10 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1 - 18 of U.S. Patent No. 5,427,282 
in view of US 6,743,413, to Schultz et al. 

Greenleaf claims a metered dose inhaler having a metering valve that has a 
valve seal comprising surfactant, and further teaches that this is an advantageous 
valve, since it shows enhanced the force-to-fire and improved return force compared to 
valves without surfactant. Greenleaf also claims a method of preparing a metered dose 
inhaler comprising such a valve. 

Greenleaf does not teach a method of preparing a metered dose inhaler by 
adding a formulation, as specified in instant claims, thereto. 

Schultz teaches the formulation of instant claims for use in aerosols, specifically 
in metered dose inhalers (abstract, col. 6, lines 21 -51, claims 1 - 5, 12, 13). Schultz 
further motivates the use of this formulation, by teaching that the formulation allows for 
reproducible dosing without flocculating (col. 2, lines 33-42). 

Accordingly, the artisan would find it obvious to prepare a metered dose inhaler 
according to Greenleaf by using the formulation according to Schultz. The motivation to 
do so comes from Schultz, who teaches specific advantages in using the formulation of 
Schultz. The artisan would find it obvious to add the formulation to the metered dose 
inhaler in order to prepare it. With respect to the order of addition of the ingredients, 
and the formulation being prepared either in the inhaler or prepared first and then added 
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to the inhaler, the artisan would see these variables to be a matter of convenience, and, 
lacking an unexpected result, would be motivated to make such manipulations to allow 
for the best manufacturing process. Since these are simple manipulations in the art, the 
artisan would have a reasonable expectation of success. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric E. Silverman, PhD whose telephone number is 571 
272 5549. The examiner can normally be reached on Monday to Friday 7:30 am to 4:00 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on 571 272 0602. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business CentenfEBC) at 866-217-9197 (toll-free). 
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